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Attachment to APHIS Form 7023 
Column E Explanation for USDA Reporting Year 
October 1 , 2004 through September 30, 2005 


Registration Number: 23-R-0018 


{b)(2)High, (b)(7)f 

Fifty-nine dogs were used in tests to assess the safety of new pharmaceuticals wherein 
unanticipated signs of gastrointestinal intolerability (emesis and or diarrhea) or one Of more 
signs of or^i'an system involvement (weight or body condition, cardiovascular signs, CNS 
signs, or anaphylaxis) were observed following dosing. All animals showing signs of pain or 
distress were attended by specially qualified veterinary staff and any animals with severe or 
chronic signs of pain or distress were provided appropriate veterinary medical care. Safety 
assessment studies are required for the approval of human pharmaceuticals by international 
drug regulatory authorities and the FDA (Food, Drug and Cosmetics Act, CFR Title 21). 

Prior to the conduct of these studies, the lACUC determined that no alternatives were 
available and that the minimum numbers of animals of the appropriate species were used, 
consistent with obtaining valid results. The lACUC approved the withholding of treatment to 
insure that unexpected interactions of the treatment with the test compound or the masking 
. of dinical aigna required for safety assessment did not occur. Either would interfere with 
the interpretation of results and'possibly invalidate tiie study. Invalid studies would need to 
be repeated, requiring the use of additional animals. 

Thirty nonhuman primates were used in tests to assess the safety of new pharmaceuticals 
wherein unanticipated signs of gastrointestinal intolerability, cardiovascular signs, and CNS 
signs were observed following dosing; All animals showing signs of pain or distress were 
attended by specially qualified veterinary staff and any animals with severe or chronic signs 
of pain or distress were provided appropriate veterinary medical care. Safety assessment 
studies are required for the approval of human pharmaceuticals by international drug 
regulatory authorities and the FDA (Food, Drug and Cosmetics Act, CFR Title 21 ). Prior to 
the conduct of these studies, the lACUC determined that no alternatives were available and 
that the minimum numbers of animals of the appropriate species were used. Consistent with 
obtaining valid results. The lACUC approved the withholding of treatment to Insure that 
unexpected interactions of the treatment with the test compound or the rhasking of clinical 
signs required for safety assessment did not occur. Either vt^uld interfere with the 
interpretation of results and possibly invalidate the study. Invalid studies would need to be 
repeated, requiring the use of additional animals. 

Fifly-'five rabbits were used in tests to assess the safety of new pharmaceuticals wherein 
unanticipated signs of gastrointestinal Intolerability (diarrhea) oi^orie or more signs of organ 
system involvement (Inappetence, ataxia, respiratory changes) were observed following 
dosing. All animals showing signs of pain or distress were attended by specialty qualified 
veterinary staff and any animals with severe or chronic signs of pain or distress were 




provided appropriate veterinary medical care. Safety assessment studies are required for 
the approval of human pharmaceuticals by international drug regulatory authorities and the 
FDA (Food, Drug and Cosmetics Act, CFR Title 21 ). Prior to the conduct of these studies, 
the lACUC determined that no alternatives were available and that the minimum numbers of 
animals of the appropriate species were used, consistent with obtaining valid results. The 
lACUC approved the withholding of treatment to Insure that unexpected interactions of the 
treatment with the test compound or the masking of clinical signs required for safety 
assessment did not occur. Either would interfere with the. Interpretation of results and 
possibly invalidate the study. Invalid studies would need to be repeated, requiring the use 
of additional animals. 

(b){2)High, {b)(7)f 

One hundred eight-six (186) guinea pigs were used In vaccine research as a disease model 
for genital herpes infection. Animals are Infected and monitored. Animals develop lesions 
due to herpes virus. The study is designed to evaluate the efficacy of vaccine candidates 
that employ various alternative strategies In the treatment and prevention of human genital 
herpes infection. Use of anesthetics, analgesics or tranquilizers would Interfere with 
assessment of the vaccine efficacy. Prior to conduct of ^ese studies, the lACUC 
determined that no alternatives were a\^ilabie and that the minimum numbers of animals of 
the appropriate species were used, consistent with obtaining valid resujte. 
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Attachment to APHIS Form 7023 
lACUC-Approved Exceptions for USDA Reporting Year 
October 1 , 2004 through September 30, 2005 


Registration Number 23-R~001B 


(b){2)High, (b)(7)f 

There was one lACUC-approved exceistion to the regulations and standards. Primates in a 
13-week study were single-housed due to mature animal Incompatibility issues. 

(b){2)High, (b)(7)f 

There Is one lACUC-approved protocol that requires an exemption to the Animai Care 
Standard stipulating provision of the opportunity to exercise for dogs, in this protocol, dogs 
are dosed with test compounds that have been labeled with radioisotopes. The dogs are 
housed In metabolism cages for the colle(^'on and quantification effaces and urine. The 
metabolism cages meet or exceed the minimum housing requirements for dogs as defined 
in the Animal Weifera Act, but do not provide sufficient space, to exempt dogs from the plan 
for the opportunity to exercise. * 

Dogs are exempted from the Canine Exercise Plan tor the duration of the radioisotope 
study. The requirement for the exemption is outlined in the lACUC-approved animal 
protocol, and a BioResources veterinarian documents each occurrence in the individual 
clinical record. Nine dogs were affected by this exemption in the past 12 months. 


{b){2)High, (b)(7)f 

TWO (2) dogs were excepted from exercise under an approved lACUC ptptocol. 
Radioisotopes were administered to the animals requiring the ahirii'^fa to remain in their 
cages in order to collect urine, blood and stool samples. During this time (7 days or less), 
the dogs were not allowed out of their cages to exercise. After completion of the study (7 
days or less), the dogs were allowed to exercise dally in a contined ^rea in order to contain 
any residual radioactivity they may excrete while outside their cag^> Once It was 
determined that the amount of radioactivity In the dogs' urine and feces fell below approval 
limits, the dogs were returned to the general pool. 





